
 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 


	Update on ECVAM's activities
Sharon Munn
European Centre for the Validation of Alternative Methods (ECVAM) In Vitro Methods Unit
Joint Research Centre
Institute for Health and Consumer Protection (IHCP), Italy
http://ecvam.jrc.ec.europa.eu

	Ongoing: 10 Valdation studies/14 methods
Diagram

	Status of Study Progress
Table

	ECVAM-LED VALIDATION STUDIES - ECOTOXICITY
Zebrafish embryo toxicity test (OECD project 2.7); 
ECVAM coordinated 

Study objective: 
Assess the reliability (transferability, within- and between-laboratory reproducibility) of the test method
Study status:
Phase 1 (protocol transfer & testing of 7 chemicals): 
finalised & report approved by OECD WNT in April 2011
results (3 runs/chemical, in at least 3 laboratories) indicate good reproducibility (WLV CV < 20%; BLV < 30%)
Phase 2 (testing of 13 chemicals):
 started in January 2011 and will be finished in autumn 2011

	
TEST SUBMISSIONS

	
OTHER ACTIVITIES

	EFPIA/ECVAM post-validation WS on 3T3 NRU for phototoxicity
Since 2002, EMA guidance to use 3T3 NRU-PT in Pharma
High rate of false positives with non-topical compounds
WS outcome: Ways to improve the 3T3 NRU-PT protocol 
testing only compounds showing a Molar Extinction Coefficient (MEC) > 1000 L/mol/cm. 
limit top concentration under irradiation to 100 µg/mL, and to consider higher top concentration without irradiation only to establish IC50 values for Photo Irritation Factor (PIF) calculation (if needed). 
to apply PIF < 5 threshold for “negative” results more generally (according to validation data), rather than PIF < 2
Requires further data review – industry is working on it

	


Thanks for your attention!




